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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

Oncologic Drugs Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice,

This notice announces a forthcoming meeting of a public advisory committee of the Food

and Drug Administration (FDA). At least one portion of the meeting will be closed [o the public.

N~l))leoj”Cot)lttlittee: Onco]ogic Drugs Advisor~ Committee.

General F[lnction qf tile Coillt?littcc: To provide advice and recommendations to the agency

on FDA’s regulatory issues.

Date and T’inze: The meeting will be held on Nm’ember 16, 1998, 8:30 a.m. to 5:30 p.m.,

and on November 17, 1998, 8 a.m. to 5 p.m.

Locatio/z: Holiday Inn, Kennedy Grand Ballroom, 8777 Georgia Ave., Silver Spring, MD.

Ccmtmt Per-son: Karen M. Templeton-Somers, Center for Drug Evaluation and Research

(HFD-21 ), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857, 301-827-

7001, or FDA Advisory Committee Information Line, 1–800–741–8138 (301-443-0572 in the

Washington, DC area), code 12542. Please call the Information Line for up-to-date information

on this meeting.

Agenda: On November 16, 1998, the committee will discuss: (1) New drug application (NDA)

20–886 Panretin@ (alitretinoin) Gel 0.1 percent, Ligand Pharmaceuticals Inc., indicated for the

first-line topical treatment of cutaneous lesions in patients with acquired immune deficiency

syndrome (AIDS )-related Kaposi’s sarcoma; and (2) NDA 21–041 DepoCytm (cytarabine Iiposome

injection), DepoTech Corp. indicated for the intrathecal treatment of lymphomatous meningitis.

On November 17, 1998, the committee will discuss the labeling of NDA 17–970/S–040 Nolvadex@
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(tamoxifen citrate). ~cnecu p]l:irlll:lcctltic~l]$. and ~~’hcthrl”the indication ~hould be “for KI]LICII1:

the >hort term incidence of breast cancer’” in ~vomcn at high ri>k of dc~rcloping the disease or

“as a preventative agent for the reduction of brcost cancer in women at high risk for developing

the disease. The term pre~ention indicates a reduction in the incidence (risk) of invasi~re breast

cancer over the period of the NSABP P–1 trial, and does not necessarily imply that the initiation

of breast cancer has been prevented or that the tumors have been permanently eliminated ‘k * *.”

Procedure: On November 16, 1998, from 8:30 am. to 5:30 p.m., and on November 17, 1998,

from 8 a.m. to 1:30 p.m., the meeting is open to the public. Interested persons may present data,

information, or views, orally or in writing, on issues pending before the committee. Written

submissions may be made to the contact person by No\renlber 9, 1998. Oral presentations f

the public will be schedu]eci between approximately’ S:45 a.m. and 9 a.m., and bet~vccn

approximately 1:45 p.m. and 2 p.m. on November 16, 199S, tind bet~vecn approximately 8:

0111

5 a.m.

and 8:45 a.m. on November 17, 1998. Time allotted for each presentation may be limited. Those

desiring to make formal oral presentations shou]d notify the contact person before November 9,

1998, and submit o brief statement of the general nature of the evidence or arguments they wish

to present, the names and addresses of proposed participants, and an indication of the approximate

time requested to lmake their presentation. After the scientific presentations, a 30-minute open public

session will be conducted for interested persons who have submitted their request to speak by

November 9, 1998, to address issues specific to the submission or topic before the committee.

Closed Cmntitfee Lkfibenztiom: On November 17, 1998, from 1:30 p.m. to 5 p.m., the

meeting will be closed to permit discussion where disclosure would constitute a clearly unwarranted

invasion of personal privacy (5 U.S.C. 552 b(c)(6)). The committee will discuss personal conflict

of interest issues.
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Dated: _ __.—October _22, 1998

Michael A. Friedman

Deputy Commissioner for Operations

[FRDoc. 98-??’?? Filed ‘??-??-98:8:45 am]
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